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Status RECRUITING

Phase Not Applicable

Sponsor Musculoskeletal Transplant Foundation
Enrollment 259 participants

Key Eligibility Criteria

Inclusion (5)
» Females at least 22 years of age

» Scheduled to undergo unilateral or bilateral mastectomy with immediate implant-based, prepectoral breast reconstruction
« Willing to provide Informed Consent
* Able to return for all required study visits

» Must read and understand English language

Exclusion (9)
« Is of childbearing potential and has a positive pregnancy test within 7 days of study procedure
* Has a residual gross tumor at the intended reconstruction site

» Has undergone previous breast surgery, such as lumpectomy or breast augmentation, at the site of implantation with the
exception of a biopsy

» Has undergone previous radiation therapy to the reconstruction site or chest wall, or is scheduled to undergo post-operative
radiation therapy at the reconstruction site

» Completed chemotherapy within 3 weeks prior to surgery

... and 4 more (see full listing online)

Locations (1 total)

Jonathan Heistein, MD Plastic & Reconstructive Surgery, Fort Worth, Texas, United States

https://clinicaltrials.gov/study/NCT06797258
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